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News Flash – Has Medicare sent you a notice to revalidate your enrollment? If you are not sure, you 
can find lists of providers sent notices to revalidate their Medicare enrollment by scrolling to the 
"Downloads" section at http://www.CMS.gov/MedicareProviderSupEnroll/11_Revalidations.asp on 
the Centers for Medicare & Medicaid Services (CMS) website. That site currently contains links to lists of 
providers sent notices from September, 2011 through January, 2012.  Information on revalidation letters 
sent in February will be posted in late March. For ease of reference, the lists are in order by National 
Provider Identifier and the date the notice was sent. 
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Questionable Billing By Suppliers of Lower Limb Prostheses 

Note: This article was revised on June 7, 2012, to include the full OIG recommendations, to make several 
minor clarifications, and to delete a reference to recent legislation requiring face-to-face encounters for certain 
DMEPOS. All other information is the same.  

Provider Types Affected 

This MLN Matters® Special Edition Article is intended for providers who bill Medicare for lower limb 
prostheses. No new policies are contained in this article.  

What You Need to Know  

This article highlights the August 2011 report from the Department of Health and Human Services   
(DHHS), Office of Inspector General (OIG) study titled “Questionable Billing By Suppliers of Lower 
Limb Prostheses.” It also discusses Medicare policy regarding the coverage of lower limb prostheses 
under its Part B Durable Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) benefit.   

http://www.cms.gov/MedicareProviderSupEnroll/11_Revalidations.asp
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The study was designed to meet the following objectives:  
1. Identify payments for lower limb prostheses in 2009 that did not meet certain Medicare 

requirements;  
2. Identify Medicare payments for lower limb prostheses in 2009 for beneficiaries with no claims from 

their referring physicians;  
3. Identify suppliers of lower limb prostheses that had questionable billing in 2009; and  
4. Describe the program safeguards in place in 2009 and the first half of 2010 to prevent 

inappropriate payments for lower limb prostheses. 

Background 

Between 2005 and 2009, Medicare spending for lower prostheses increased 27 percent, from $517 
million to $655 million. The number of Medicare beneficiaries receiving lower limb prostheses 
decreased by 2.5 percent, from almost 76,000 to about 74,000.  
Medicare policy requires that a supplier have an order from the referring physician before providing 
prostheses to the beneficiary. Upon receipt of the referring physician’s order, the supplier can move 
forward with the prostheses fitting for the beneficiary with the applicable prostheses. Medicare policy 
also requires that suppliers follow local coverage determination policies. These policies provide 
guidelines for determining the beneficiary’s potential functional level and specify how suppliers must 
submit claims for certain types and combinations of prostheses. 
The study completed by the OIG was based on an analysis of Medicare Part B claims for lower limb 
prostheses from 2009 and Part A and Part B claims from 2004 to 2009 for beneficiaries who received 
lower limb prostheses in 2009. OIG staff also completed interviews with the four DME Medicare 
Administrative Contractors (MACs), three Zone Program Integrity Contractors (ZPICs), and two DME 
Program Safeguard Contractors (PSCs). The OIG considered a paid claim did not meet the 
requirements if the supplier: 
• Did not indicate whether the prosthesis was for the right or left limb;  
• Billed for a prosthesis for both limbs on the same date using two claims; 
• Did not meet potential functional level requirements; 
• Billed for a higher number of units of a prosthesis than allowed on a claim;  
• Billed for combinations of prostheses that were not allowed; or  
• Billed for prostheses that were not covered. 
Claims data was an additional component of the OIG’s analysis to determine the number of claims for 
beneficiaries with no claims from their referring physicians during the last 5 years and the Medicare 
payments for these claims. The following elements were analyzed to identify suppliers that had 
questionable billing:  
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• Suppliers that had at least 10 beneficiaries,  and  
• Suppliers that were paid at least $100,000 for lower limb prostheses in 2009.  
This sample included 1,632 of the 4,575 Medicare suppliers who had a paid claim for lower limb 
prostheses in 2009, which accounted for 92 percent of the $655 million who billed for lower limb 
prostheses.     
Findings: 
In 2009, the study found that: 

 
1. In 2009, Medicare inappropriately paid $43 million for lower limb prostheses that did not meet 

certain requirements. These payments could have been prevented by using claims processing 
edits.  

2. Medicare paid an additional $61 million for beneficiaries with no claims from their referring 
physicians.   

3. In 2009, 267 suppliers of lower limb prostheses had questionable billing.  Approximately 136 
suppliers frequently submitted claims that did not meet certain Medicare requirements or were for 
beneficiaries with no claims from their referring physicians. An additional 131 suppliers had other 
questionable billing. This included billing for a high percentage of beneficiaries with no history of 
an amputation or missing limb or a high percentage of beneficiaries with unusual combinations of 
prostheses. 

4. Medicare contractors conducted varying degrees of program safeguard activities related to lower 
limb prostheses. 
• The four DME MACs had varying claims processing edits in place, but none had edits for all 

requirements. 
• None of the DME MACs conducted medical reviews, and not all had conducted data analyses 

or provided education related to lower limb prostheses. 
• All ZPICs and DME PSCs conducted data analyses and opened investigations related to 

lower limb prostheses. 

Recommendations 
The OIG made six recommendations based upon their findings.  The Centers for Medicare & Medicaid 
Services (CMS) concurred with five of the six recommendations made by the OIG. The 
recommendations and CMS actions are as follows: 
OIG Recommendation 1: Implement additional claims processing edits to prevent 
inappropriate payments. CMS should instruct the four DME MACs to implement claims processing 
edits based on all of the local coverage determination requirements.  
CMS Response: CMS concurred and stated it would instruct the DME MACs to implement consistent 
claims processing edits based on local coverage determination requirements.  
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OIG Recommendation 2: Strengthen monitoring of billing for lower limb prostheses. CMS 
should instruct the DME MACs, ZPICs, and DME PSCs to monitor billing for lower limb prostheses 
using the measures discussed in this report. CMS should develop thresholds for these measures and 
instruct its contractors to conduct additional reviews of suppliers that exceed the thresholds. 
CMS Response: CMS concurred and stated it would issue guidance to the DME MACs and instruct 
them to consider the measures used in the OIG report as supplemental criteria for detecting high-risk 
suppliers.  
OIG Recommendation 3: Implement requirements for a face-to-face encounter to establish the 
beneficiary’s need for prostheses. We recommend that CMS implement requirements that the 
referring physician document that a face-to-face encounter occurred. This would help ensure that 
lower limb prostheses provided to beneficiaries are medically necessary. 
CMS Response: CMS concurred and stated it is exploring its current authorities to implement such 
requirements. CMS also stated that it would issue an educational article to further explain policy 
requirements for lower limb prostheses and to providers and suppliers.  
OIG Recommendation 4: Revise the requirements in the local coverage determination. CMS 
should work with the DME MACs to clarify several aspects of the local coverage determination. First, 
CMS should clarify the definitions of beneficiaries’ functional levels. Second, CMS should revise the 
local coverage determination or take other steps to require that licensed/certified medical 
professionals, such as physical therapists, evaluate beneficiaries to determine their potential 
functional levels. Finally, CMS should consider denying as medically unnecessary certain 
combinations of prostheses. 
CMS Response: CMS concurred and stated it would review the definitions for the functional levels 
and develop refinements as appropriate. CMS also stated it would consider adapting an algorithm to 
guide determination of the functional status of the beneficiary.  
OIG Recommendation 5: Enhance screening for currently enrolled suppliers of lower limb 
prostheses. Federal regulations place new DMEPOS suppliers at the high-risk level and currently 
enrolled DMEPOS suppliers at the moderate-risk level. CMS should consider placing current suppliers 
of lower limb prostheses at the high-risk level, thus subjecting them to the more rigorous screening 
procedures. 
CMS Response: CMS did not concur and stated that it has in place sufficient tools that allow for 
increased scrutiny of existing DMEPOS suppliers. CMS noted that if an existing supplier meets one of 
several triggering events, that supplier automatically is elevated to the high-risk level.  
OIG Recommendation 6: Take appropriate action on suppliers with questionable billing. In a 
separate memorandum, we will refer the suppliers that we identified to CMS for appropriate action. 
CMS Response: CMS concurred and stated it would share the information with the DME MACs and 
the Recovery Audit Contractors. Recovery Audit Contractors review Medicare claims on a post 
payment basis to identify inappropriate payments. 
The following section reviews Medicare policy for coverage of lower limb prostheses.   
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Key Points 

Medicare Requirements for Lower Limb Prostheses  
Provisions of the Social Security Act (the Act) govern Medicare payment for all items or services, 
including lower limb prostheses. The Act states that Medicare will cover only services and items 
considered reasonable and necessary for the diagnosis or treatment of illness or injury or to improve 
the functioning of a malformed body part. 
In addition, Medicare requires that a supplier have an order from a physician before providing 
prostheses to the beneficiary. This physician is known as the referring physician. Upon receiving the 
order, the supplier consults with the referring physician, as needed, to confirm the order and 
recommend any necessary changes and evaluates the beneficiary. The supplier fits the beneficiary 
with the most appropriate prostheses. The supplier then determines the group of codes that best 
describes the prostheses provided, choosing from 178 Healthcare Common Procedure Coding 
System (HCPCS) codes that are specific to lower limb prostheses.  

Note: If a supplier is replacing an old prosthesis and there is no upgrade in the model, the supplier 
does not need a physician order. Also, the “ordering” physician need not be a surgeon and may be the 
beneficiary’s primary care physician. 

Further, local coverage determination policies provide additional Medicare requirements for lower limb 
prostheses. These policies, consistent with policies for other DMEPOS, are identical across the 
country. The local coverage determination specifies how suppliers must submit claims for certain 
types and combinations of prostheses.  In particular, it states that each claim must include a modifier 
to indicate whether the prosthesis is for the right or left limb. When a supplier provides prosthesis for 
each limb on the same date, the supplier must submit only one claim and include both the right and 
left modifiers on the claim. 
The local coverage determination also has guidelines for determining the beneficiary’s potential 
functional level. Specifically, it states that a beneficiary is placed at one of five potential functional 
levels based on the reasonable expectations of the supplier and the referring physician. When 
determining the potential functional level, suppliers and the referring physicians must take into account 
the beneficiary’s history, current overall medical condition, and desire to walk. The supplier then uses 
a modifier on the claim to indicate the beneficiary’s potential functional level (K0 to K4). Prostheses 
are not considered medically necessary if the beneficiary has the lowest potential functional level (K0), 
which indicates that he or she does not have the ability or the potential to walk. In addition, for some 
prostheses, the local coverage determination specifies the minimum potential functional level that the 
beneficiary must have for the prosthesis to be considered medically necessary. 
Further, the local coverage determination limits the number of certain items that can be billed on a 
claim. If the number of units of these prostheses exceeds the limit, the additional items will be denied 
as not medically necessary. The local coverage determination also considers certain combinations of 
prostheses to be medically unnecessary. For example, certain sockets are not allowed for use with 
temporary base prostheses. Finally, the local coverage determination states that HCPCS L5990, a 
specific type of foot addition, will be denied as not medically necessary. 
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In addition, CMS recently established new screening procedures for provider enrollment. For example, 
screening may include licensure and criminal background checks. CMS created three levels of 
screening – limited, moderate, and high – based on the risk of fraud, waste, and abuse. New 
DMEPOS suppliers were placed at the high risk level, while currently-enrolled DMEPOS suppliers 
were placed at the moderate risk level. 

Note: You should ensure that any items or services submitted on Medicare claims are referred or 
ordered by Medicare-enrolled providers of a specialty type authorized to order or refer the same. You 
must also place the ordering or referring provider or supplier’s NPI on the claim you submit to Medicare 
for the service or item you provide.  You may want to review MLN Matters® Article SE1201 at  
http://www.cms.gov/MLNMattersArticles/downloads/SE1201.pdf for important reminders on the 
requirements for Ordering and Referring Physicians.  

Additional Information 

If you are unsure of, or have questions about, documentation requirements, contact your Medicare 
contractor at their toll-free number which may be found at 
http://www.cms.gov/MLNProducts/downloads/CallCenterTollNumDirectory.zip on the CMS 
website. 
 
The entire OIG report titled “Questionable Billing By Suppliers of Lower Limb Prostheses” is available 
at http://oig.hhs.gov/oei/reports/oei-02-10-00170.pdf on the OIG website. 
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